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lo^^r^3speci«eaa...t..^^^^ 

..□T^sactionisHNAU. ^l^nce except .^^^^^^^^ 

Disposition of Clairns ^^^^^33^35.3^^4^^ 

4a) Of the above, claim(s) 
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7) D Claim(s). 
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3)0 All b) □ some* c) D^one 0 . ^^^^^ 
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14)D Acknowledgement is made of a claim f 



_ is/are pending in the applies 
is/are withdrawn from considers 
is/are allowed, 
is/are rejected, 
is/are objected to. 



Attachment(s) 

,,aN.^o,R.e.n=esOte.(PT0.92, 



,8,Q,nte.i^Su.marv(PT0.413)P3perNo(s). 
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DETAILED ACTION 



/.n0 200Uo.aCon.nue.P— nAppUca^^^^ 
The request filed on ApnllO, 2001 to 



1. 

37CFR 

established. An action 



,53(d)basedonparentApplicationKo. 09/417,226 
on the CPA follows. 



is acceptable and a CPA has been 



2. 



AwenAment^niry 

. A riaims land 4 were amended. 
,He— ■«ea,a„ua.«..OO.wase„.erea.C.a,« 

Claims 1, 3-7, y-i-i. ^ 

aaimRejecions-SSVSCSin 
■ „,a,i„„oftheseco»dparagraphof35U.S.C.U2: 

paragraph, asbe»g.ndefin.«for „^ vague and WefinireThe 

detemining the cobalafflffl come,.. .0.1. 
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It is unclear whether the 



released cobalamin concentration is 



being assayed or if the 



. fv,«in TCII is unknown. 
. f unlo TC II if the amount of holo-TCii 
the amount of holo- 



with respect to 



4. 



Applicant's arguments filed tauary 



havebeenfcllyconsideredbu. the, are not 



. „5USC103(a)«Wchfom,sthel,asUf6raBob— 
ThefollowingisaquotafonofSSU.SC. 

rejections set forth in this Office action: , ,„,«o»i»d=s»,bed.ss.,fc*» 

. 1 ^ 7 10 12 16-20, 26 and 42-44, 't/ 
5. Claims 1, 5-7, I", . view of Houts is maintained. 

, . ,p over McLean et al., m view oi 

Applicantsarguesthat noo „„„«ite that only holo- 

.ant^c^ionorholo-TCnlevelsinasantpe,^^^ ^^^^^^^^^ 
,C„leve.sareheingassayed.Theclain.broadlyrec,.et 

TC II and holo-TC II. 
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In response to appucanx s di^u 

M.„„,..Keaa^.a.e«.e.re.ea,n,.sh.o P „„^,,e. 
are no. reaa Wo .he claims. See /„ re Oeuns, 9S8 F.2a 

, .each ttiecobalamin concentration *at is 

Anolicants argue that the ci.ea references ao no. .each me 

Apphcan.sargu McLean e.al teaches .ha. by aaaing hgh 

, ■ ,h,holo-TCn concentration However McLean e.ai.,. 



Page 5 

AppUcation/ComrolKumber: 09/417,226 
Art Unit : 1641 

•n«i the references individually wherein that Houts 
in response to applicant's arguments against the referen 

■ or,nnt^hownonobviousnessby 

■ «a*(Cb.).oal.«.Uand*eTCn/a,.oo»p,exis— eaby 

KinH<; and delivers cobalamin (.(-Dij xo 

. vt sis (abs^c.) McLean e. al,. also leaches ,ha. adding hgh 
,ecep,or»edia.edendoc,os,s(abs.racl,. 

• of rw will promote the bindmg the TCII/Cbl compie 

l:.esaspec.cbi„dU,s«S.-sa.n,e.bcdnsin.^^^^^ 

::canbeassa,ed...ava.e.o.delcclab.e...-cb.dicalelbe.sencco. 
immobilized and non-immobilizedligands. 

^ Aari^\]SC 103(a) as being unpatentable 
. Claims9ll 24-25 and35-36arerejectedunder35U.S.C. 

n in.ewo™onlsand.....e.o™e.«.— 
re^eisos..es.onloco™bine.be.e.e.cnces,lbee.n.e..os.es.. 

. .!s.ab.isbedb,c„n,b«n.orn,odi^n,lbe.eacb^sof.bep.o,a„lo 

obviousness can only be established by „ motivation to do so 

,od.ce.heclai.edinventionwhetetbe.isson,eteac.n.sn.est,o.„.n,ottvat,o 
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knowledge generally available to one of 
et al, and Houts have been discussed above. 



ordinaryskillintheart. The arguments of McLean , 

^omorethenroutines.lHs.nvolvedinadiustingthe amount ofacomponentofa 

25 and 35-36. Neither changes in concentrations nor 



claimed process as stated in claims 3, 



determimng 



optimum concentrations which are 



suitable for materials have not been held to 



involve patentable inventions 



Therefore one skilled in the art 



would have expected a reasonable 



,,«*e.e„,.a«.o.pHas.au.H..vHeH,e„«i.M.eassa,.e.„.fo,*e 

„,,CnWna— no..„e.as.a„.h.>>,McLea„e.a,.,..ewomou.s.ca.eHe.e„ 
teaches that this method is known in the art. 

• . ^.r ^5 U S C 103(a) as being unpatentable over McLean 
7 Claims 4 and 49 are rejected under 35 U.S.C. lUi^ ; 

.1 Patent 5 374,560) is maintamed. 
et al in view of Houts in forther view of Allen et al., (US Patent 5, 

• • . Twr.T et al in view of Houts have been previously 
Applicants arguments pertaimng to McLean et al., m v 

.... .pp„oa„.a,s™e„Us«..e.„o..e..».o.-n...« . .. 
...ea..,o.Mc.ea„euUa.aHo.,.eca...,e„«a..,sKo«.Uo.co— an. 
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ArtUmf. 1641 

.„^„«,.oau.o»a.e assay Ha. acoo^pUshe. *e 

providing a mecha^oal or automauc assay to repbce 

. un;ntheart(InreVenner,120USPQ192). 
, results involves only routine skill m the art (in 



samei 



,,..„3a..ie«e.u..er35U.S,C.,0,(a)as.einsunpa.-eov.MoLea„e, 

, Cia»s.7.33are ^,^„^. See above .stents pe«ai«ins 

-'"--™°-^^"^™:X-^e„U.*ereis„os„.es.o„.oeo.«ne 

«/iHr>iits In response to appucanisdigu 
to McLean and Houts. V established by combining or 

. recognizes that obviousness can only be establishe 

produce the claimed invention where there is some 



the references, the examiner 1 



modifying the teachings of the pnor 
teaching, suggestion, or motivation 



art to 1 



to do so found either in 



the references themselves or in the 
In this case, it would have been 



------''-""^°"^"''"*:^ieso.Hoy.e..,..e 



obvious 



at the time of applicants invention to haveuse the. 



method ofMcLeanetal., and Houts 
etal., which provide foramore sensitive assay 



because the high affinity constants 



of the antibodies of Hoyle 



9. 



. .M, communication or earUer communications from the exammer 
Anyinquiryconcenungthtscommu ,05^487. Tite examiner can 

. ,MtoJa-NaHineswhosetelephonenumber,s(703)305 04 
,Houidbed,rec.eato,aNa ^^^^^^,„„„oam to 4:00pm. The examiner can 

normally be reached onMondaythtoughTh^sday 



also 



be reached on alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's supervisor. 
Lynette Smith, can be reached on (703) 308-3909. The fax phone number for the organization 
where this application or proceeding is assigned is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 
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